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DETAILED ACTION 

Applicant's election with traverse of Group I, claims 1-8, 18, and 19, in the reply 
filed on 10/19/2005 is acknowledged. The Applicant did not provide any arguments for 
the traversal. Therefore, the restriction requirement is FINAL. 

Claims 9-17 and 20-28 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b), as being drawn to a nonelected subject matter. A complete reply to the 
final rejection must include cancellation of nonelected claims or other appropriate action 
(37 CFR 1.144) See MPEP paragraph 821.01. 

This application claims priority of 60/420,165, filed on 10/21/2002. 

Claim Rejections • 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person sidlled in the 
art to which it pertains, or with which It is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-8, 18, and 19 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

In claim 1 , Applicants refer to an immunostimulatory fragment of the amino acid 
sequence of SEQ ID N0:1 or a functional variant of SEQ ID N0:1 comprising one or 
more amino acid additions, substitutions or deletions. A fragment of a peptide could be 
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a single amino acid such as an amino acid lysine, for example. There is no disclosure 
of which fragments might have immunostimulatory activity, nor is there a disclosure of 
which part of SEQ ID N0:1 is responsible for that activity. Thus, there is no correlation 
between the structure of any fragments and their possible stimulatory function. 

Applicants also claim functional variants of SEQ ID N0:1. As to this matter, there 
are virtually an infinite number of such variants that do not necessary resemble SEQ ID 
N0:1 in any way, and thus, the undisclosed structure of the claimed functional variants 
do not correspond with their function. Applicants are clearly not in possession of any 
and all variants. 

Claim 2 does not satisfy the written description requirement with regard to the 
functional variants of SEQ ID N0s:2, 3, 4 or 5 for the same reasons as above. 

Claims 3 and 4 do not satisfy the written description requirement for the same 
reasons as claim 1 and also because the structure of a "helper epitope" is not provided, 
and thus Applicants cannot be in possession of all helper epitopes. 

Claims 18 and 19 are included in this rejection because they claim a kit 
composed of the PTH-rP peptide and instructions for use. However, the instructions for 
use do not cure the lack of adequate written description of claim 1 . 

Claims 1-8 and 18-19 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to enable one 
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skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 

The specification does not enable a person skilled in the art to which it pertains, 
or with which it is mostly connected, to make or use the invention commensurate in 
scope with these claims. In In re Wands, 8 USPQ2d 1400 (1988), factors to be 
considered in determining whether a disclosure meets the enablement requirement of 
35 U.S.C. 112, first paragraph, have been described. They are: 1) the nature of the 
invention, 2) the breadth of the claims, 3) the state of the prior art, 4) the predictability or 
lack thereof in the art, 5) the amount of direction or guidance present, 6) the presence 
or absence of working examples, 7) the quantity of experimentation needed, and 8) the 
level of the skill in the art. 

1 ) The nature of the invention: the invention relates to an immunostimulatory 
PTH-rP peptide comprising a fragment of the amino acid sequence of SEQ ID N0:1 or a 
functional variant thereof comprising one or more amino acid additions, substitutions or 
deletions; 

2) the breadth of the claims: claims are broad because they claim any fragment 
of SEQ ID N0:1 or a functional variant thereof, which comprises unidentified mutations, 
such additions, substitutions or deletions; 

3) the state of the prior art: different isoforms of PTH-rP peptide are known in the 
prior art; 

4) the predictability or unpredictability of the art: the art is unpredictable because 
the change in the structure of the protein might alter the function of the protein in 
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unpredictable way; thus the unpredictability of the effect each change will have on the 
function of the protein carries over to the whole protein; 

5) the amount of direction or guidance present: there is no guidance provided 
regarding all different fragments of SEQ ID N0:1 or functional variants thereof 
comprising one or more amino acid additions, or substitutions or deletions; the only two 
PTH-rP derived peptides that Applicants refer to in their experiments are PTR-2 and 
PTR-4 in [0126], [0134], [0136]; 

6) the presence or absence of worl<ing examples: there are no working examples 
that would encompass all different fragments of SEQ ID N0:1 or functional variants 
thereof comprising one or more amino acid additions, substitutions or deletions; the 
only two PTH-rP derived peptides PTR-2 and PTR-4 mentions in working examples are 
in paragraphs [0126], [0134], and [0136], for example; 

7) the quantity of experimentation necessary: there would be an infinite amount 
of experimentation necessary to determine, and characterize all possible different 
fragments of SEQ ID N0:1 or functional variants thereof comprising one or more amino 
acid additions, substitutions or deletions; thus it would be impossible to essay for all 
these fragments and functional variants; also, on page 14 of the specification Applicants 
state that the PTH-rP fragment could be as short as 8 amino acids or as long as 30 
amino acids, thus the claimed invention is unpredictable; an infinite amount of 
experimentation would be necessary to characterize all the fragments or functional 
fragments with different unknown mutations 



Application/Control Number: 1 0/691 , 1 25 Page 6 

Art Unit: 1653 

8) the relative skill of those skilled in the art: the skill in the art is a person with a 
graduate degree in the art; 

In consideration of the In re Wands factors 1-8, it is apparent that undue 
experimentation would be to practice the claimed invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 18 and 19 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The kit in claims 18 and 19 is not defined at all, therefore these claims are 
indefinite. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

All rejections have been made based on the USPTO search engine GenCore 
version 5.1.6. 
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Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Bagnoli et al. 
(U.S. 5,880,093). SEQ ID N0:1 of the instant application is disclosed in columns 9 and 
10 as SEQ ID N0:5 in Bagnoli et al. 

Claims 1, 2, 5, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
EP 0 822 200 A1.SEQ ID N0:2 is disclosed in claim 10, on page 67 in EP 0 822 200 
Al. 

Claims 1, 2, 5, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Rosenblatt et al. (U.S. 5,114,843). SEQ ID N0:3 is disclosed in claim 2, column 8 in the 
Rosenblatt et al. 

Claims 1, 2, 5, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
WO 00/69900. SEQ ID N0:4 and SEQ ID N0:5 are disclosed on pages 105 and 106 as 
SEQ ID NO:305 in WO 00/69900. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bagnoli et 

al. in view of Yoneda et al. 
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Bagnoli et al. teachings are described regarding SEQ ID N0:1. Bagnoli et al. do 
not teach a helper epitope in a composition with PTH-rP. 

Yoneda et al. teach anti-PTH-rP that can be prepared in a variety of ways; where 
a suitable immunogen, such as PTH-rP or a subunit is administered to a vertebrate- 
capable of an immune response to the immunogen; where particularly preferred 
subunits of PTH-rP include those in the N-terminal region, in particular positions 1-34; 
and where the PTH-rP or subunit used as immunogen should include epitopes 
characteristic of the particular species PTH-rP for which antibodies are described. See 
column 6, lines 1-11. 

Therefore, it would have been obvious to one of an ordinary skill in the art at the 
time the invention was made to design a peptide of SEQ ID N0:1 as taught by Bagnoli 
et al. which comprises a helper epitope as taught by Yoneda et al. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over EP 
0822200 Al in view of Yoneda et al. 

EP 0822200A1 discloses SEQ ID N0:2. See above. The reference does not 
teach a helper epitope. 

Yoneda et al. teach epitope of PTH-rP. See above. 

Therefore, it would have been obvious to one of an ordinary skill in the art at the 
time the invention was made to design a peptide of SEQ ID N0:2 as taught in EP 
0822200A1 which comprises a helper epitope as taught by Yoneda et al. 
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Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rosenblatt et al. in view of Yoneda et al. 

Rosenblatt et al. disclose SEQ ID N0:3 See above. The reference does not 
teach a helper epitope. 

Yoneda et al. teach epitope of PTH-rP. See above. 

Therefore, it would have been obvious to one of an ordinary skill in the art at the 
time the invention was made to design a peptide of SEQ ID N0:3 as taught by 
Rosenblatt et al. which comprises a helper epitope as taught by Yoneda et al. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
00/69900 in view of Yoneda et al. 

WO 00/69900 discloses SEQ ID N0:4 and SEQ ID N0:5 See above. The 
reference does not teach a helper epitope. 

Yoneda et al. teach epitope of PTH-rP. See above. 

Therefore, it would have been obvious to one of an ordinary skill in the art at the 
time the invention was made to design a peptide of SEQ ID N0:4 and 5 as taught by 
WO 00/69900 which comprises a helper epitope as taught by Yoneda et al. 

Claim 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bagnoli et al. 
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Teachings of Bagnoli et al. are disclosed above., where he discloses SEQ ID 

N0:1. 

It would have been obvious to one of an ordinary skill in the art at the time the 
invention was made to design SEQ ID N0:1, for example, as taught by Bagnoli et al. 
and place few of these peptides together in a composition. 

Claim 5 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bagnoli et al. in view of Yoneda et al. 

Teachings of Bagnoli et al. are disclosed above, where he disclose SEQ ID 

N0:1. 

Teaching of Yoneda at al. are disclosed above, where he teach epitope of PTH- 

rP. 

It would have been obvious to one of an ordinary skill in the art at the time the 
invention was made to design SEQ ID N0:1, for example, as taught by Bagnoli et al. 
and place few of these peptides together in a composition where the multiepitope 
peptide comprises a helper epitope as taught by Yoneda et al. 

Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bagnoli et al (for SEQ ID N0:1), EP O822200 A1 (for SEQ ID N0:2), Rosenblatt et 
al. (for SEQ ID N0:3), and WO 00/699900 (fore SEQ ID N0:4 and 5). 

The teachings of the references are described above, where the compositions of 
SEQ ID N0:1, 2, 3, 4, and 5 in claims 1 and 2 are disclosed. 
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Therefore it would have been obvious to one of an ordinary skill in the art at the 
time the invention was made to design a kit, which contains these compositions. The 
instructions to the kit are not patentable by themselves. 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Agnes Rooke whose telephone number is 571-272- 
2055. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for the 
organization where this application or proceeding is assigned is 571-272-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information about the PAIR system, see http://pair-direct.uspto.aov . Should you have 
any questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197. 
AR 



Conclusion 




